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CS/HB 19 — Prescription Drug Importation Programs
by Health and Human Services Committee and Rep. Leek and others (CS/CS/SB 1528 by
Appropriations Committee; Health Policy Committee; and Senators Bean and Gruters)

The bill establishes two programs to import prescription drugs approved by the federal Food and

Drug Administration (FDA) into the state, contingent on federal approval:

e The Canadian Prescription Drug Importation Program (CPDI Program) established by the
Agency for Health Care Administration (AHCA) and the International Prescription Drug
Importation Program (IPDI Program) established by the Department of Business and
Professional Regulation (DBPR) in collaboration with the Department of Health (DOH).

e The CPDI Program focuses on providing savings and options for specific public
programs identified in the bill:

o Recipients in the Medicaid program;

Clients of free clinics and county health departments;

Inmates in the custody of the Department of Corrections;

Clients treated in developmental disability centers; and

Patients treated in certain state mental health facilities.

e The bill establishes eligibility criteria for the types of prescription drugs which may be
imported and the requirements for entities that may export or import prescription drugs.
The eligibility criteria cover:

o Importation process;

o Safety standards;

o Testing requirements;

o Drug distribution requirements; and

o Penalties for violations of program requirements.

e Both programs must also adhere to federal product tracing requirements known as track
and trace as described in Title 11 of the Drug Quality and Security Act, Drug Supply
Chain Security Act, 21 U.S.C. 351 et seq. The bill includes a testing process with random
sampling and batch testing of drugs as they enter the state under either program.

e Bond requirements and other financial responsibility requirements provisions were added
for the following program contractors with their program noted:

o Vendors (CPDI Program);

o Pharmacy permittees (IPDI Program);

o Wholesale distributor permittees (IPDI);

o Nonresident prescription drug manufacturer licensees or permittees (IPDI); and

o International prescription drug wholesale distribution permittees (IPDI).
The fees for the new licenses and permits that are created under this bill are handled in a
separate fee bill as required by the State Constitution. The specific financial requirements for
each of these licenses or permits will be set by rule by the AHCA and DBPR.

e Both programs have an immediate suspension provision allowing either the AHCA or the
DBPR to immediately suspend the importation of a specific drug or the importation of
drugs by a specific importer if either a specific drug or a specific importer is in violation
of any provision of the bill or any federal or state law or regulation. The suspension may
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be lifted if, after conducting an investigation, the AHCA or DBPR determines that the
public is adequately protected from counterfeit or unsafe drugs being imported into the
state.

e The bill requires federal approval, followed by state legislative review of an
implementation and funding plan, before either program can begin. The IPDI Program
requires specific federal approval as there is not any current federal legislation
authorizing such a program.

e CS/HB 19is linked to HB 7073, which authorizes DBPR and DOH to charge fees
relating to new permits created in this bill for the IPDI Program.

If approved by the Governor, these provisions take effect July 1, 2019.
Vote: Senate 27-13; House 93-20

| This summary is provided for information only and does not represent the opinion of any Senator, Senate Officer, or Senate Office. |

CS/HB 19 Page: 2




THE FLORIDA SENATE
2019 SUMMARY OF LEGISLATION PASSED

Committee on Health Policy

CS/HB 21 — Hospital Licensure
by Health Market Subcommittee and Rep. Fitzenhagen (CS/CS/SB 1712 by Appropriations
Committee; Health Policy Committee; and Senator Harrell)

The bill amends various provisions of law related to the requirement that a hospital must obtain a
certificate of need (CON) as a prerequisite to licensure.

Effective July 1, 2019, the bill:
e Eliminates the requirement to obtain a CON prior to establishing a general acute care or
long-term acute care hospital; and
e Eliminates the requirement that a hospital must obtain a CON prior to offering a new
tertiary service.

o Tertiary services include: pediatric cardiac catheterization; pediatric open-heart
surgery; organ transplantation; neonatal intensive care units; comprehensive
rehabilitation; medical or surgical services which are experimental or developmental
in nature to the extent that the provision of such services is not yet contemplated
within the commonly accepted course of diagnosis or treatment for the condition
addressed by a given service; heart, kidney, liver, bone marrow, lung transplantation,
pancreas and islet cells, and heart/lung transplantation; adult open heart surgery; and
neonatal and pediatric cardiac and vascular surgery.

o The bill specifies that the Agency for Health Care Administration (AHCA) may
continue to use the CON rules for the regulation of a tertiary service until such time
as the AHCA adopts licensure rules for such services.

o The bill also requires the Legislature’s Office of Program Policy Analysis and
Government Accountability to study federal requirements and other state
requirements for tertiary services and report to the Legislature by November 1, 2019.
The report must include best practices for licensure requirements for tertiary services,
including volume requirements.

Effective July 1, 2021, the bill eliminates the requirement to obtain a CON prior to establishing a
new class 11, 111, or IV hospital.
e (Class II hospitals include children’s and women’s hospitals;
e Class Il hospitals include specialty medical, rehabilitation, and psychiatric, and
substance abuse hospitals; and
e Class IV hospitals are specialty hospitals restricted to offering Intensive Residential
Treatment Facility Services for Children.

If approved by the Governor, the bill’s provisions take effect July 1, 2019, except as otherwise
provided.
Vote: Senate 23-17; House 81-34
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CS/CS/HB 23 —Telehealth
by Health and Human Services Committee; Ways and Means Committee; and Rep. Yarborough
and others (CS/SB 1526 by Appropriations Committee and Senator Harrell)

The bill establishes a regulatory framework for telehealth under a new section of law, s. 456.47,
F.S., including the following components:

e Establishing standards of practice for telehealth providers;

e Creating a registration process and requirements for out-of-state telehealth providers;

e Authorizing the prescribing of controlled substances in certain situations by telehealth;

e Providing record-keeping requirements for providers;

e Requiring the Department of Health (DOH) to create and maintain an informational
website of out-of-state registered telehealth providers;

e Authorizing a disciplinary process for registered out-of-state telehealth providers;

e Establishing venue requirements for a civil or administrative action initiated by DOH, the
appropriate health practitioner regulatory board, or a patient who receives telehealth
services from an out-of-state telehealth provider;

e Providing rulemaking authority to administer these new requirements; and

e Creating insurance and health maintenance organization (HMO) contracting requirements
relating to the voluntary acceptance of payment rates for telehealth services to ensure that
telehealth providers are aware of the reimbursement provisions through initialing any
specific telehealth payment terms, if different from in-person services, effective
January 1, 2020.

The bill defines telehealth as the use of synchronous or asynchronous telecommunication
technology to provide health care services, including, but not limited to, assessment, diagnosis,
consultation, treatment, and monitoring of a patient; transfer of a medical data; patient and
professional health-related education; public health services; and health administration. The
definition does not include audio-only telephone call, e-mail messages, or facsimile
transmissions.

The DOH is required to publish specific information about all out-of-state registrants via a public
website. The required information includes the following information for each registrant:
e Name;
e Health care occupation;
e Completed health care training and education, including completion dates and any dates
and certificates or degrees obtained:;
Out-of-state health care license with the license number;
Florida telehealth provider registration number;
Specialty;
Board certification;
Five-year disciplinary history, including sanctions and board actions;
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e Medical malpractice insurance provider and policy limits, including whether the policy
covers claims that arise in this state; and

e Name and address of the provider’s registered agent designated for service of process in
this state.

The definition of a telehealth provider includes any individual who provides health care and
related services using telehealth and who is licensed or certified under one of 27 professions or
occupations or is a member of a multi-state health care licensure compact of which Florida is a
member state.

Disciplinary action against an out-of-state telehealth registrant will be taken by the appropriate
board, or the DOH if there is no board. Action may be taken if the registrant:
e Fails to notify the appropriate entity of any adverse actions taken against his or her
license;
e Has restrictions placed on or disciplinary action taken against his or her license in any
state or jurisdiction;
e Violates any of the requirements of the telehealth provider statutory provisions; or
e Commits any act that constitutes grounds for disciplinary action under s. 456.072(1),
F.S., the general provisions for discipline with penalties and enforcement.

The bill creates mechanisms for discipline of a telehealth provider registrant which may include
a suspension or revocation of his or her registration or issuance of a reprimand or letter of
concern. A corrective action plan could also be issued with a suspension which could require
successful completion before reinstatement based on the rules that may be adopted by the
respective board or the DOH. Florida-licensed providers who deliver medical services through
telehealth are still subject to the review and discipline of their respective professional or
occupational boards or the DOH through their Florida license.

The bill also directs the DOH to conduct an annual review of registration fees collected under the
bill and determine the sufficiency of the fees for DOH and the boards to implement s. 456.47,
F.S. A separate fee bill, HB 7067, imposes an initial out-of-state telehealth provider registration
fee of $150 and a biennial renewal fee of $150.

For state fiscal year 2019-2020, $261,389 in recurring funds and $15,000 in non-recurring funds
are appropriated from the Medical Quality Assurance Trust Fund and four full-time equivalent
positions with an associated salary rate of $145,870, are authorized for the implementation of the
bill.

If approved by the Governor, these provisions take effect July 1, 2019, except as otherwise
provided.
Vote: Senate 30-9; House 113-0
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CS/CS/ICS/SB 182 — Medical Use of Marijuana
by Rules Committee; Innovation, Industry, and Technology Committee; Health Policy
Committee; and Senators Brandes and Stewart

The bill (Chapter 2019-1, L.O.F.) amends various sections of the Florida Statutes related to the
medical use of marijuana.

The bill:

e Removes language from the definition of “medical use” of marijuana (cannabis)
indicating that medical use does not include the possession, use, or administration of
marijuana in a form for smoking or the possession, use, or administration of marijuana
flower except for flower in a sealed, tamper-proof receptacle for vaping. This eliminates
the prohibition against the smoking of medical marijuana.

e Specifies that low-THC cannabis may not be smoked in public and prohibits the medical
use of marijuana by smoking in an “enclosed indoor workplace,” as defined in the Florida
Clean Indoor Air Act.

e Permits a qualified patient and his or her caregiver to purchase and possess delivery
devices for the medical use of marijuana by smoking from a vendor that is not a medical
marijuana treatment center (MMTC).

e Requires a physician who certifies a patient to use smokable marijuana to submit
specified documentation to the Board of Medicine or the Board of Osteopathic Medicine,
as applicable. Each board must review the documentation submitted and establish
practice standards for the certification of smokable marijuana in rule by July 1, 2021.

e Prohibits the certification of marijuana for medical use by smoking to patients under the
age of 18 unless such patient is diagnosed with a terminal condition.

o For terminal patients under the age of 18, the bill requires a qualified physician to
certify that smoking is the most effective means of administering medical marijuana
to the patient, and a second physician, who is a board-certified pediatrician, must
concur with this determination.

o The certifying physician must also obtain written informed consent from the patient’s
parent or legal guardian and must use a standardized consent form adopted in rule by
the applicable board.

e Requires that the risks specifically associated with smoking marijuana must be included
in the informed consent each patient must sign prior to being certified to receive medical
marijuana.

e Specifies that a physician may not certify more than six 35-day supplies of marijuana in a
form for smoking.

o A 35-day supply may not exceed 2.5 ounces, and a patient may not possess more than
four total ounces at any one time. A physician may request the DOH to authorize an
exception to the supply and possession limits.

e Provides an exception to the one-to-one caregiver-to-patient limit for patients that are
participating in a research program established at a teaching nursing home. The bill also
requires the Consortium for Medical Marijuana Clinical Outcomes Research to
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collaborate with teaching nursing homes and allows the consortium to award funds to a
teaching nursing home for research on the medical use of marijuana to alleviate
conditions related to chronic disease and aging.

e Restricts wrapping papers sold by an MMTC from being made from tobacco or hemp,
specifies packaging and warning label requirements for medical marijuana intended for
smoking, and also requires the DOH to establish requirements for marijuana delivery
devices sold from an MMTC.

e Provides that s. 381.986, F.S., does not impair the ability of a private party to restrict or
limit smoking or vaping on his or her private property and does not prohibit the medical
use of marijuana in a nursing home, hospice, or assisted living facility if the facility’s
policies do not prohibit the medical use of marijuana.

e Renames the “Coalition for Medical Marijuana Research and Education” as the
“Consortium for Medical Marijuana Clinical Outcomes Research.” The Consortium is to
be housed in a state university designated by the consortium’s board of governors and
must annually adopt a plan for medical marijuana research. The plan must organize a
program of research that:

o Contributes to the body of scientific knowledge on the effects of the medical use of
marijuana, and

o Informs both policy and medical practice related to the treatment of debilitating
medical conditions with marijuana.

e Provides the following appropriations:

o $1.5 million in recurring general revenue to fund the Consortium for Medical
Marijuana Clinical Outcomes Research.

o $391,333 in nonrecurring funds from the Grants and Donations Trust Fund for FY 18-
19 and $705,331 in recurring funds from the Grants and Donations Trust Fund to the
DOH for implementing the provisions of the bill.

These provisions were approved by the Governor and take effect March 18, 2019.
Vote: Senate 34-4; House 101-11
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CS/HB 213 — Immunization Registry
by Health and Human Services Committee and Rep. Massullo and others (CS/SB 354 by
Education Committee and Senator Montford)

The bill amends s. 381.003, F.S., relating to programs for the prevention and control of vaccine-
preventable diseases within the Department of Health (DOH), including programs to immunize
school children and the development of an automated, electronic, and centralized database and
registry of immunizations.

Regarding statutory provisions allowing a childos parent or guardian to refuse to have his or her
child included in the immunization registry, the bill provides that:

X For a child from birth through 17 years of age, a consent-to-treatment form must contain
a notice that the parent or guardian may refuse to have the child included in the
immunization registry;

X A parent or guardian wishing to opt-out of the registry must provide an opt-out form to
the health care practitioner or the entity administering the vaccination upon
administration of the vaccination, and such health care practitioner or entity must submit
the form to the DOH;

X Such a parent or guardian may also submit the opt-out form directly to the DOH; and

X Any records or identifying information pertaining to the child must be removed from the
registry if the childds parent or guardian has refused to have his or her child included in
the immunization registry.

Regarding a college or university student aged 18 years of age to 23 years of age who obtains a
vaccination from a college or university student health center or clinic, the bill provides that:

X A student may refuse to be included in the DOH immunization registry by signing a form
obtained from the DOH, health center, or clinic indicating that the student does not wish
to be included in the registry;

X A student wising to opt-out must provide an opt-out form to the health center or clinic
upon administration of the vaccination, and the health center or clinic must submit the
form to the DOH,;

X A student wising to opt-out may also submit the opt-out form directly to the DOH; and

X Any records or identifying information pertaining to the student must be removed from
the registry if the student has refused to be included in the registry.

The bill provides that a health care practitioner licensed under chs. 458 or 459, F.S. (a physician
or physician assistant) or under ch. 464, F.S. (a nurse or related practitioner) who administers
vaccinations or causes vaccinations to be administered to children from birth through 17 years of
age, is required to report vaccination data to the DOH immunization registry, unless a parent or
guardian of a child has refused to have the child included in the registry. Such a health care
practitioner who administers vaccinations or causes vaccinations to be administered to college or
university students from 18 years of age to 23 years of age at a college or university student
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